Rec'd PCT/PTO 04 APR 2005 

*' - * TRAITE DE C^PERATION EN MATIERE DE BBEVETS 



PCT F^d 1 8 JAN 2005 




RAPPORT D'EXAMEN PRELIMINAIRE INTERN^WNAL-S- 

(article 36 et regie 70 du PCT) 



Reference du dossier du deposant ou du 
mandatalre 


orxtm cm-re a nnMMPP voir la notification de transmission du rapport d'examen 
POUR SUITE A DONNcR p r6 | jmlna ire international (formulalre PCT>IPEAA16) 


Demande Internationale No. 
PCT7FR 03)02909 


Date du depet international Qourtnols&nnSe) 
03.10.2003 


Date de prlorite (lourtnoisfann$e) 
04.10.2002 



Classification Internationale des brevets (CIB) ou a la fols classification nationals et CIB 
A61K9£0 



Deposant 

ETHYPHARM et al. 



Le present rapport d'examen preliminaire international, etabli par I'administaration chargee de I'examen preliminaire 
international, est transmis au deposant conformement a I'article 36. 



2. Ce RAPPORT comprend 4 feuiiles, y compris la presente feullle de couverture. 

□ I! est accompagne d'ANNEXES, c'est-a-dire de feuiiles de ia description, des revendications ou des dessins qui 
ont ete modifiees et qui servent de base au present rapport ou de feuiiles contenant des rectifications faites 
aupres de I'administration chargee de I'examen preliminaire international (voir la regie 70.16 et Instruction 607 
des Instructions administratives du PCT). 

Ces annexes comprennent feuiiles. 
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II 
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III 
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Absence de formulation d'opinion quant a la nouveaute, l'activlt§ inventive et la 
possibility d'application industrielle 


IV 


□ 


Absence d'unite de invention 


V 




Declaration motivee selon la regie 66.2(a)(ii) quant a la nouveaut§, I'activite inventive et la possibility 
d'application industrielle; citations et explications a I'appui de cette declaration 


VI 
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Certains documents cites 


VII 
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Irregularites dans la demande Internationale 


VIII 
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Observations relatives a la demande Internationale 
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RAPPORT D'EXAMEN 

PRELIMINAIRE INTERNATIONAL Demande Internationale n* PCT/FR 03A)2909 



I. Base du rapport 

1 . En ce qui concerne les elements de la demande international (les feuilles de remplacement qui ont 6t6 

remises & /'office ricepteur en r6ponse k une invitation faite conform6ment £ 1'article 14 sont considSrSes, dans 
le present rapport, comme u initialement d£pos6es" et ne sont pas jointes en annexe au rapport puisqu'elles ne 
contiennent pas de modifications (regies 70. 16et 70.17)) : 



Description, Pages 

1 -24 telles qu'initialement d§pos6es 
Revendications, No. 

1 -22 telles qu'initialement d6posees 

2. En ce qui concerne la langue, tous les 6l6ments indiques ci-dessus Staient k la disposition de ('administration 
ou lui ont 6X6 remis dans la langue dans laquelle la demande internationale a 6X6 dSposee, sauf indication 
contraire donn§e sous ce point. 

Ces §!6ments 6taient k la disposition de ('administration ou lui ont 6X6 remis dans la langue suivante: ,qui est: 

□ la langue d'une traduction remise aux fins de la recherche internationale (selon la r&gle 23.1 (b)). 

□ la langue de publication de la demande internationale (selon la r&gle 48.3(b)). 

□ la langue de la traduction remise aux fins de I'examen prSliminaire internationale (selon la r&gle 55.2 ou 
55.3). 

3. En ce qui concerne les sequences de nucleotides ou d'acide aminesdivulguges dans la demande 
internationale (le cas 6cheant), I'examen pr6liminaire internationale a 6X6 effectu§ sur la base du listage des 
sequences : 

□ contenu dans la demande internationale, sous forme Scrite. 

□ d§pos6 avec la demande internationale, sous forme dechiffrable par ordinateur. 

□ remis ulterieurement k I'administration, sous forme ecrite. 

□ remis ulterieurement k I'administration, sous forme dechiffrable parordinateur. 

□ La declaration, selon laquelle le listage des sequences par 6crit et foumi ulterieurement ne va pas au-del& 
de la divulgation faite dans la demande telle que deposee, a 6X6 fournie. 

□ La declaration, selon laquelle les informations enregistr6es sous dichiffrable par ordinateur sont identiques 
k celles du listages des sequences Pr6sent6 par 6crit, a 6X6 foumie. 

4. Les modifications ont entrainS I'annulation : 

□ de la description, pages : 

□ des revendications, nos : 

□ des dessins, feuilles : 

5. □ Le present rapport a 6X6 formule abstraction faite (de certaines) des modifications, qui ont 6X6 considSrees 

comme allant au-del& de I'expose de I'invention tel qu'tl a 6te d§pos6, comme il est indiqu6 ci-apr6s (rfegle 
70.2(c)) : 

(Toute feuille de remplacement comportant des modifications de cette nature doit etre indiquSe au point 1 
et annexee au present rapport.) 
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RAPPORT D'EXAMEN 

PRELIMINAIRE INTERNATIONAL Demande Internationale n° PCT/FR 03A52909 



6. Observations compl6mentaires, le cas 6cheant : 



V. Declaration motivge selon l article 35(2) quant a la nouveaute, I'activite inventive et la possibilite 
d'application industrielle; citations et explications a l appui de cette declaration 

1. Declaration 



Nouveaute 


Oui: 


Revendications 


1-22 




Non: 


Revendications 




Activity inventive 


Oui: 


Revendications 


1-22 




Non: 


Revendications 




Possibilite d'application industrielle 


Oui: 


Revendications 


1-22 




Non: 


Revendications 





2. Citations et explications 
voir feuille s6paree 



Formulaire PCT7IPEA/409 Oanvler 2004) 



RAPPORT D'EXAMEN Demande intemationale n° PCT/FR 03/02909 
PRELIMINAIRE INTERNATIONAL - FEUILLE SEPAREE 



Concernant le point V 

Declaration motivee quant a la nouveaute, I'activite inventive et la possibility 
d'application industrieile; citations et explications a I'appui de cette declaration 

Dans la presente demande, le probl&me technique est d'obtenir des particules enrobees 
suffisamment resistantes aux sollicitations mecaniques pendant la compression directe, 
avec des bonnes propri§tes de liberation du principe actif et sans ajouter des quantites 
excessives d'excipients. 

La solution proposee comprend Putilisation de glycerides polyglycosy!6s ajout6s au 
polymdre ent§rique dans la couche intermediaire et d'un enrobage hydrodispersible 
contenant un d6sintegrant, 

Quoique individuellement ils soient decrits dans Tart anterieur, la combinaison entre tous 
les composants n'est ni decrite ni suggeree. Pour cette raison, les revendications 1-22 
sont consid§r§es satisfaire les conditions requises par le PCT a regard de la nouveaute et 
de Tactivite inventive. 
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See Notification of Transmittal of International 
FOR FURTHER ACTION Preliminary Examination Report (Form PCT/IPEA/416) 


International application No. 

PCT/FR2003/002909 


International filing date (day/month/year) 
03 octobre2003 (03.10.2003) 


Priority date (day/montli/year) 

04 octobre 2002 (04.10.2002) 


International Patent Classification (IPC) or national classification and IPC 
A61K9/20 


Applicant 


ETHYPHARM 





1. This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 



2. This REPORT consists of a total of , 



. sheets, including this cover sheet 



□ This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 
amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see Rule 
70.16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of_ 



sheets. 



3 . This report contains indications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 



n □ 

in □ 

iv □ 

V 

VI □ 

vn □ 

viii O 



Date of submission of the demand 

26 avril 2004 (26.04.2004) 


Date of completion of this report 

17 January 2005 (17.01.2005) 


Name and mailing address of the IPEA/EP 
Facsimile No. 


Authorized officer 
Telephone No. 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International ^cation No. 

PCT/FR2003/002909 



Basis of the report 



1. With regard to the elements of the international application:* 
| | the international application as originally filed 
the description: 

pages 

pages _ 

pages 



1-24 



, as originally filed 
, filed with the demand 



, filed with the letter of 



the claims: 
pages 



1-22 



pages 
pages 



, as originally filed 

, as amended (together with any statement under Article 19 

, filed with the demand 



, filed with the letter of 



□ 



the drawings: 
pages 



, as originally filed 
, filed with the demand 



filed with the letter of 



| | the sequence listing part of the description: 

pages 

pages 



, as originally filed 

m , filed with the demand 



..filed with the letter of 



2 With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which | 
* the international application was filed, unless otherwise indicated under this item. 
These elements were available or furnished to this Authority in the following language wnicn is. 

| | the language of a translation furnished for the purposes of international search (under Rule 23. 1 (b)). 

| | the language of publication of the international application (under Rule 48.3(b)). 

| | the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

| | contained in the international application in written form. 

| | filed together with the international application in computer readable form. 

| | furnished subsequently to this Authority in written form. 

LJ furnished subsequently to this Authority in computer readable form. 

| | The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 

international application as filed has been furnished. 
O The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 

[ | The amendments have resulted in the cancellation of: 

[~ the description, pages _ 

I the claims, Nos. 

|_ the drawings, sheets/fig 



□ This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70.16 
and 70. 17). 

**Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



InternationialWlication No. 

PCT/FR 03/02909 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



Statement 
Novelty (N) 

Inventive step (IS) 
Industrial applicability (IA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



1-22 



1-22 



1-22 



YES 
NO 
YES 
NO 

YES 
NO 



Citations and explanations 

In the present application, the technical problem is that 
of providing coated particles, which are sufficiently 
resistant to mechanical stress during direct compression 
and have good active-principle release properties but do 
not contain excessive amounts of carrier. 



The proposed solution involves the use of polyglycosylated 
glycerides, which are added to the enteric polymer in the 
intermediate layer, and the use of a water-dispersible 
coating, which contains a disintegrating agent. 

Even though they are described individually in the prior 
art, the combination of all of these components is not 
described or suggested therein. For this reason, claims 
1-22 are considered to fulfil the PCT requirements of 
novelty and inventive step. 
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